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REMARKS 

As an initial matter, Applicants thank the Examiner for the courtesies extended to 
Applicants' undersigned representative during the phone call on April 7, 2005. In that 
call, support for claims 18-25 was discussed. The remarks presented below reflect the 
explanation regarding the support for those claims that was provided to the Examiner 
during the April 7 th call. 

In the Office Action mailed on January 24, 2005, the Examiner indicated that four 
of the references listed in the Information Disclosure Statement submitted on March 19, 
2004, were not considered. The Examiner also rejected claims 18-25 under 35 U.S.C. 
§112, first paragraph, as allegedly failing to comply with the written description 
requirement; rejected claims 26-30, 36, and 37 in an obviousness-type double patenting 
rejection over the claims of U.S. Patent No. 6,332,893 B1 ; and rejected claims 26-30, 
36, and 37 under 35 U.S.C. § 102(b) as allegedly being anticipated by Grooters (U.S. 
Patent No. 4,960,424). 

By this Amendment, Applicants amend claims 26 and 36. Support for the claim 
amendments can be found, for example, at least in the specification at page 1 , lines 3-7 
and at page 2, lines 15-22, and in Figures 4 and 6-21, and the corresponding written 
description of those figures. Claims 18-37 are pending. Of these claims, claims 31-35 
are withdrawn from consideration. 

In the Office Action, the Examiner indicated that four of the references listed in 
the Information Disclosure Statement (IDS) submitted on March 19, 2004, were not 
considered "because they were not considered in the parent application no. 09/981,790 
(MPEP § 609 A(2)) ." (Office Action at page 2, emphasis original.) Applicants file 
herewith an IDS resubmitting those four references in addition to others. Applicants 
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have ensured that the references are now in full compliance with M.PE.P. § 609 A(2), 

which requires submission of "a legible copy of . . . [e]ach publication or that portion 

which caused it to be listed." Applicants request consideration of all of the references 

submitted with the IDS filed herewith. 

Applicants respectfully traverse the Examiner's rejection of claims 18-25 under 

35 U.S.C. § 112, first paragraph. In support of this rejection, the Examiner alleged: 

The original disclosure of U.S. application serial no. 
08/992,316 fails to provide support for first and second 
elongate members extending through (claim 18) or placed in 
contact with (claim 22) first and second valve leaflets, 
respectively, "wherein the first elongate member does not 
extend through the second valve leaflet" (claim 18, last two 
lines), or "wherein the first elongate member is not placed in 
contact with the second valve leaflet" (claim 22, last two 
lines). 

Contrary to the Examiner's allegation, however, claims 18-25 are fully supported by at 
least Figures 5, 6, 15, and 16, and the corresponding written descriptions of those 
figures found at col. 3, lines 29-54 and at col. 4, lines 55-67 of U.S. Patent No. 
6,332,893 B1 (the '893 patent). The identical figures and text from the '893 patent can 
be found in Figures 5, 6, 15, and 16 and in the specification at page 7, lines 1-26 and 
page 10, line 14-page 11, line 2 of the present application. 

In particular, Figures 15 and 16 show an embodiment of a valve repair device 
having a suture ring basal anchor 32. Like the ring 22 shown in Figure 6, the ring 32 
may also be sewn proximate the annulus of a valve. Referring to Figure 16, a pylon 34 
rises above the plane of the ring 32 and extends into and below the horizontal planes 
defined by the annulus of the valve and the ring 32 sewn to it. (See col. 4, lines 55-56 
of the '893 patent and page 10, lines 16-18 of the present application.) 
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At col. 4, lines 58-67 of the '893 patent (page 10, line 19-page 11, line 2 of this 
application), two placement embodiments of the valve repair device of Figures 15 and 
16 are described. In a first placement, n [t]ension members 24 preferably extend through 
the tissue of valve 14 rather than through the valve opening." (See col. 4, lines 58-60 
and page 10, lines 19-20 of the present application.) Since the pylon 34 extends 
through the mitral valve, in this first embodiment, therefore, the pylon 34 extends to a 
position such that its tip would be positioned lower than the plane defined by the 
annulus of the valve and the ring 32 sewn to it, but above the drawn away leaflets 16 
shown in Figure 5. Accordingly, the tension members 24 of Figures 15 and 16, which 
are connected to the tip of pylon 34, would extend down toward and into the drawn 
away leaflets of a diseased heart. Consequently, the tension members 24 in the first 
embodiment would provide direct stress relief to the leaflets and help eliminate any 
undesired opening present between the leaflets of a diseased heart. Thus, the explicit 
disclosure of the tension members 24 extending through valve tissue provides support 
for first and second elongate members extending through or placed in contact with first 
and second valve leaflets, as recited in claims 18 and 22, respectively. 

In that same passage, the specification discloses a second placement 
embodiment wherein neither the pylon 34 nor the tension members 24 extend through 
or contact the valve leaflets, stating "[i]t can be appreciated, however , that tension 
members 24 could be disposed through the valve opening" and "[p]ylon 34 would 
preferably be disposed through the valve opening rather than through the tissue forming 
the valve 14." (See col. 4, lines 59-67 of the '893 patent and page 10, line 20-page 11, 
line 2 of the present application, emphasis added.) The statements at page 3 of the 
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Office Action are directed to this alternate, second placement embodiment and do not 
address the first placement embodiment, wherein the tension members 24 are explicitly 
described as being placed through valve tissue as opposed to through the valve 
opening. 

With respect to the limitations of claims 18 and 22 that require the first elongate 
member to not extend through or contact the second valve leaflet, Applicants again 
direct the Examiner's attention to Figures 15 and 16. Figure 15 is a top view of the 
embodiment shown in Figure 16. As shown in Figures 15 and 16, the tension members 
24 extend away from the pylon 34 in opposite directions such that they connect to 
respective valve leaflets in the first placement embodiment. That is, placing the 
crescent-shaped ring 32 relative to the valve annulus of Figure 5 (e.g., essentially as 
illustrated in Figure 13, which shows the placement of an alternate valve repair 
embodiment also having a crescent-shaped basal ring 22), the pylon 34 extends 
through the central portion of the mitral valve annulus and terminates above the valve 
opening, and the tension members 24 extend in opposite directions (e.g. left and right in 
the figures) away from the pylon 34. Thus, the members contact opposite leaflets and 
are anchored to the heart at their respective ends opposite to the ends connected to the 
pylon 34. In this way, the tension members 24 contact only one leaflet and do not 
contact the oppositely disposed leaflet. 

Therefore, because the present application, which claims the benefits of priority 
to the '893 patent and to parent U.S. Application No. 09/981,790, filed October 19, 2001 
(the parent application), under 35 U.S.C. § 120, contains identical figures and written 
description as the parent application and the '893 patent, claims 18-25 of the instant 
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application are fully supported by the parent application, the '893 patent, and the 
present application. Accordingly, reconsideration and withdrawal of the rejection of 
claims 18-25 under 35 U.S.C. § 112, first paragraph, is requested. 

Should the Examiner believe that new drawings would assist in illustrating the 
subject matter being claimed in accordance with the provisions of 37 C.F.R. § 1.83, the 
Examiner is invited to call the undersigned at 202-408-4445 and such drawings will be 
provided. 

Applicants respectfully traverse the Examiner's double patenting rejection of 
claims 26-30, 36, and 37. In support of the double patenting rejection, the Examiner 
merely made several conclusory statements, rather than establishing a prima facie 
case. With respect to claim 26, the Examiner stated that "engaging a valve leaflet 
structure with a 'member' would have been obvious from patent claims 1, 9, and 10." 
The Examiner also asserted that "holding the structure in a tensioned state from a 
location outside the heart would have been obvious from patent claims 16, 17, and 20." 
Furthermore, the Examiner asserted that claims 30 and 37 of the present application 
"would have been obvious from patent claim 20 and in order to facilitate the efficacy of 
the surgical procedure, the purpose of which is characterized in patent claims 1,16, and 
17." Applicants respectfully submit that the Examiner has not met the burden of 
presenting a prima facie case in support of the obviousness-type double patenting 
rejection and that rejection should thus be reversed. 

An obviousness-type double patenting rejection is analogous to an obviousness 
rejection based on 35 U.S.C. § 103. For this reason, an obviousness-type double 
patenting rejection is only appropriate if the claimed subject matter of an application 
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claim is not patentably distinct from the claimed subject matter in a commonly owned 
patent. See M.P.E.P. 804 (ll)(B)(1). According to the M.P.E.P. and case law, the 
analysis required to support an obviousness-type double patenting rejection parallels 
the guidelines for a Section 103 obviousness rejection and the following Graham v. 
John Deere Co. inquiries must be employed: 

(A) Determine the scope and content of a patent claim and * 
the prior art relative to a claim in the application at issue; 

(B) Determine the differences between the scope and 
content of the patent claim and the prior art as determined in 
(A) and the claim in the application at issue; 

(C) Determine the level of ordinary skill in the pertinent art; 
and 

(D) Evaluate any objective indicia of nonobviousness. 
(See M.P.E.P. §804(II)(B)(1). Emphasis added.) 

M.P.E.P. §804(II)(B)(1) further requires that 

[a]ny obviousness-type double patenting rejection should 
make clear: 

(A) The differences between the invention defined by the 
conflicting claims - a claim in the patent compared to a 
claim in the application; and 

(B) The reasons why a person of ordinary skill in the art 
would conclude that the invention defined in the claim in 
issue is an obvious variation of the invention defined in a 
claim in the patent. 

(Emphasis added.) 

In considering the latter, the disclosure of the patent may not be used as prior art. 
M.P.E.P. § 804(II)(B)(1). The inquiry is limited to the differences in the elements recited 
in the application patent claims, without resort to the patent disclosure. Also, a patent 
claim, or an element of a claim, cannot be relied on for what it discloses-only for what 
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the claim as a whole defines. See General Foods Corp. v. Studiengessellschaft Kohle 
mbH } 23 U.S.P.Q. 2d 1839, 1845 (In a double patenting rejection the comparison is 
made "only with what invention is claimed in the earlier patent, paying careful attention 
to the rules of claim interpretation to determine what invention a claim defines and not 
looking to the claim for anything that happens to be mentioned in it as though it were a 
prior art reference." Emphasis in original.) 

The Examiner did not present such an analysis in rejecting claims 26-30, 36, and 
37 of this application. The Examiner's sweeping generalizations that various limitations 
of claims 26, 30, and 37 would have been obvious from certain claims of the '893 patent 
are not sufficient evidence to support a prima facie case of obviousness. Indeed, 
contrary to the guidance of General Foods, rather than comparing the application claims 
to the patent claims for what they define, the Examiner appears to look to the patent 
claims for what they allegedly teach as though the claims were a prior art reference. 
Such an analysis is improper under the case law and the M.P.E.P. 

As also set forth above, M.P.E.P. § 804(II)(B)(1) requires obviousness-type 
double patenting rejections to make clear "the differences between the inventions 
defined by the conflicting claims . . . and ... the reasons why a person of ordinary skill 
in the art would conclude the invention defined in the claim in issue is an obvious 
variation of the defined in a claim of the patent." (Emphasis added.) The Examiner has 
not made clear the differences between the inventions defined by the conflicting claims, 
nor has the Examiner provided any reasons as to why one of ordinary skill in the art 
would find those differences to be obvious variants of one another. 
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Moreover, claims 26-30, 36, and 37 of the present application are respectively 
directed to a method of treating a valvular dysfunction and a method of treating a heart, 
while the claims of the '893 patent are drawn to a "device for repairing an in situ valve of 
a heart ventricle." The Examiner did not even note this difference in the rejection. 1 A 
person of ordinary skill in the art would not conclude that the methods defined in the 
claims of the present application are an obvious variant of the device defined in the 
claims of the '893 patent. 

Since, for the above reasons, a prima facie case has not been made to support 
the double patenting rejection. Applicants respectfully submit that the double patenting 
rejection of claims 26-30, 36, and 37 is improper and should be withdrawn. 

Applicants respectfully traverse the Examinees rejection of claims 26-30, 36, and 
37 under 35 U.S.C. § 102(b) as allegedly being anticipated by Grooters . Amended 
independent claim 26 recites a method of treating valvular dysfunction of an in situ valve 
of a heart comprising, among other things, "engaging a structure selected from the 
group of a papillary muscle, chordae tendineae and valve leaflet associated with the in 
situ valve with a member" and "holding the structure in its tensioned state [to promote] 
closure of the in situ valve." Amended independent claim 36 recites a method for 
treating a heart comprising, among other things, "providing a tensioning device 
comprising a proximal anchor, a distal anchor, and an elongate member" and 
"positioning and securing said proximal anchor at an in situ valve, wherein tension is 
applied between said anchors by said elongate member to promote closure of leaflets of 

1 Worth noting is that this application was subject to a restriction requirement in which 
the Examiner alleged that method claims, including claims 26-30, 36, and 37, were 
patentably distinct from withdrawn claims 31-35 directed to "a system for treating 
valvular dysfunction." 
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the in situ valve." In other words, both claims 26 and 36 are drawn to methods of 
treating a heart by promoting closure of the heart's in situ (i.e. original) valve. 

Grooters discloses a method of replacing a defective atrio-ventricular valve with a 
total atrio-ventricular valve bioprosthesis involving, among other things, removing a 
defective valve from a patient's heart and replacing it with a tissue atrio-ventricular 
valve. (See col. 2, lines 5-7.) Grooters further discloses that "[i]n the surgical operation, 
the defective heart valve is removed from the recipient heart 10 by cutting the chordae 
46 adjacent the papillary muscles 44 and cutting the annulus of the defective valve." 
(See col. 3, lines 33-36.) 

Grooters , however, does not disclose or suggest a method for treating a heart, 
wherein the method includes promoting closure of the heart's in situ (i.e. original) valve 
or leaflets thereof. Even assuming the Grooters reference discloses what the Examiner 
alleges (and Applicants do not necessarily agree that it does), Grooters is directed to 
replacing a heart's original valve, including the valve leaflets, chordae, and annulus, with 
a prosthesis. Indeed, the primary object of the Grooters reference "is the provision of a 
total atrio-ventricular valve replacement using all the structure of an atrio-ventricular 
valve as a prosthesis." (See col. 1, lines 29-32.) Accordingly, Grooters fails to teach 
each and every element of amended claims 26 and 36, and Applicants respectfully 
request that the rejection based on Grooters be withdrawn. Claims 27-30 and 37 
depend from claims 26 and 36, respectively, and are patentable for at least all of the 
reasons for which claims 26 and 36 are patentable. 

In discussing the specification, claims, and drawings, it is to be understood that 
Applicants are in no way intending to limit the scope of the claims to an exemplary 
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embodiment described in the specification or Abstract and/or shown in the drawings. 
Rather, Applicants are entitled to have the claims interpreted broadly, to the maximum 
extent permitted by statute, regulation, and applicable case law. 

Applicants respectfully request the withdrawal of the outstanding rejections, the 
timely allowance of the pending claims, and the consideration of the references listed in 
the IDS submitted herewith. 

Please grant any extensions of time required to enter this Amendment and 
charge any additional required fees to our Deposit Account No. 06-0916. 



Respectfully submitted, 



FINNEGAN, HENDERSON, FARABOW, 
GARRETT & DUNNER, LLP. 



Dated: April 25, 2005 



By: 



^Susanne T. Jones 
Reg. No. 44,472 
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